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Animal and Plant Health Inspection Service, USDA § 114.2 

114.5 Micro-organisms used as seed. 
114.6 Mixing biological products. 
114.7 Personnel at licensed establishments. 
114.8 Outline of Production required. 
114.9 Outline of Production guidelines. 
114.10 Antibiotics as preservatives. 
114.11 Storage and handling. 
114.12 Expiration date required. 
114.13 Expiration date determination. 
114.14 Extension of expiration date for a se-

rial or subserial. 
114.15 Disposal of unsatisfactory products 

and byproducts. 
114.16 Producing subsidiaries. 
114.17 Rebottling of biological products. 
114.18 Reprocessing of biological products. 

AUTHORITY: 21 U.S.C. 151–159; 7 CFR 2.22, 
2.80, and 371.4. 

SOURCE: 39 FR 16869, May 10, 1974, unless 
otherwise noted. 

§ 114.1 Applicability. 

Unless exempted by regulation or 
otherwise authorized by the Adminis-
trator, all biological products prepared, 
sold, bartered or exchanged, shipped or 
delivered for shipment in or from the 
United States, the District of Colum-
bia, any Territory of the United States, 
or any place under the jurisdiction of 
the United States shall be prepared in 
accordance with the regulations in this 
part. The licensee or permittee shall 
adopt and enforce all necessary meas-
ures and shall comply with all direc-
tions the Administrator prescribes for 
carrying out such regulations. 

[52 FR 11026, Apr. 7, 1987, as amended at 56 
FR 66784, Dec. 26, 1991] 

§ 114.2 Products not prepared under li-
cense. 

(a) When an establishment license is 
issued, if biological products which 
were not prepared in compliance with 
the regulations are in the establish-
ment, such products shall not be 
shipped or delivered for shipment or 
otherwise dealt with as having been 
prepared under such regulations. 

(b) Except as provided in 9 CFR part 
103, a biological product shall not be 
prepared in a licensed establishment 
unless the person to whom the estab-
lishment license is issued holds an un-
expired, unsuspended, and unrevoked 
product license issued by the Adminis-
trator to prepare such biological prod-
uct, or unless the products prepared 

are subject to the provisions of § 107.2 
of this subchapter. 

(c) A biological product produced in a 
USDA-licensed establishment shall be 
produced under a U.S. Veterinary Bio-
logical Product License or a license 
granted by a State under § 107.2 (re-
ferred to as a State biological product 
license and the products prepared pur-
suant thereto as State-licensed biologi-
cal products, including autogenous bio-
logics), but not under both a U.S. Vet-
erinary Biological Product License and 
a State biological product license. Be-
fore a U.S. Veterinary Biological Prod-
uct License (including a conditional li-
cense) is issued, the licensee shall re-
linquish its State license for that prod-
uct: Provided, That autogenous bio-
logics shall not be subject to this pro-
vision when they are prepared in ac-
cordance with the provisions of para-
graph (c)(5) of this section. 

(1) State-licensed biological products 
(including autogenous biologics) shall 
only be distributed or shipped intra-
state, must not bear a U.S. Veterinary 
Biologics Establishment License Num-
ber, and must not otherwise be rep-
resented in any manner as having met 
the requirements for a U.S. Veterinary 
Biological Product license. Labeling of 
State- and USDA-licensed biological 
products produced in the same estab-
lishment must be distinctly different 
in color and design. 

(2) All biological products in USDA- 
licensed establishments, whether li-
censed by USDA or by the State, shall 
be prepared only in locations indicated 
in legends filed in accordance with 9 
CFR part 108. A description of each 
State-licensed product must be filed 
with the Animal and Plant Health In-
spection Service as part of the blue-
print legends and must be sufficient for 
Animal and Plant Health Inspection 
Service to determine any risk to the 
production of other products in the li-
censed establishment and to determine 
that adequate procedures are followed 
to prevent contamination during pro-
duction. 

(3) Records in such establishments 
must be maintained in accordance with 
§§ 116.1 and 116.2 of this subchapter and 
shall include all products licensed by 
the State or USDA. 
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